AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Centers for Medicare & Medicaid Services, HHS

information required in paragraph (c)
of this section may request that CMS
review the appropriateness of the pay-
ment amount provided under section
1833(1)(2)(A)(iii) of the Act with respect
to an IOL that meets the criteria of a
new technology IOL under §416.195.

(c) Content of a request. In order to be
accepted by CMS for review, a request
for review of the ASC payment amount
for insertion of an IOL must include all
the information as specified by CMS.

(d) Confidential information. In order
for CMS to invoke the protection al-
lowed under Exemption 4 of the Free-
dom of Information Act (6 U.S.C.
562(b)(4)) and, with respect to trade se-
crets, the Trade Secrets Act (18 U.S.C.
1905), the requestor must clearly iden-
tify all information that is to be char-
acterized as confidential.

§416.195 Determination of member-
ship in new classes of new tech-
nology IOLs.

(a) Factors to be considered. CMS uses
the following criteria to determine
whether an IOL qualifies for a payment
adjustment as a member of a new class
of new technology IOLs when inserted
at an ASC:

(1) The IOL is approved by the FDA.

(2) Claims of specific clinical benefits
and/or lens characteristics with estab-
lished clinical relevance in comparison
to currently available IOLs are ap-
proved by the FDA for use in labeling
and advertising.

(3) The IOL is not described by an ac-
tive or expired class of new technology
IOLs; that is, it does not share a pre-
dominant, class-defining characteristic
associated with improved clinical out-
comes with members of an active or ex-
pired class.

(4) Evidence demonstrates that use of
the IOL results in measurable, clini-
cally meaningful, improved outcomes
in comparison with use of currently
available IOLs. Superior outcomes in-
clude:

(i) Reduced risk of intraoperative or
postoperative complication or trauma;

(i1) Accelerated postoperative recov-
ery,

(iii) Reduced induced astigmatism;

(iv) Improved postoperative visual
acuity;

(v) More stable postoperative vision;
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(vi) Other comparable clinical advan-
tages.

(b) CMS determination of eligibility for
payment adjustment. CMS reviews the
information submitted with a com-
pleted request for review, public com-
ments submitted timely, and other per-
tinent information and makes a deter-
mination as follows:

(1) The IOL is eligible for a payment
adjustment as a member of a new class
of new technology IOLs.

(2) The IOL is a member of an active
class of new technology IOLs and is eli-
gible for a payment adjustment for the
remainder of the period established for
that class.

(3) The IOL does not meet the cri-
teria for designation as a new tech-
nology IOL and a payment adjustment
is not appropriate.

§416.200 Payment adjustment.

(a) CMS establishes the amount of
the payment adjustment for classes of
new technology IOLs through proposed
and final rulemaking in connection
with ASC facility services.

(b) CMS adjusts the payment for in-
sertion of an IOL approved as belong-
ing to a class of new technology IOLs
for the 5-year period of time estab-
lished for that class.

(c) Upon expiration of the 5-year pe-
riod of the payment adjustment, pay-
ment reverts to the standard rate for
IOL insertion procedures performed in
ASCs.

(d) ASCs that furnish an IOL des-
ignated by CMS as belonging to a class
of new technology IOLs must submit
claims using billing codes specified by
CMS to receive the new technology I0L
payment adjustment.
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